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EXAMINER'S AMENDMENT 

An examiner's amendment to the record appears below. Should the changes and/or additions be 
unacceptable to applicant, an amendment may be filed as provided by 37 CFR 1 .312. To ensure 
consideration of such an amendment, it MUST be submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with Mr. Jay 
Franklin on 20 December 2007. 

The application has been amended as follows: 

Please use the following version of the claims: 

1-86. (CANCELED) 

87. A method of forming an implantable tissue construct for replacement of a human body part, the 
method comprising the steps of: 

a) forming an inert material into a porous support structure having a predetermined shape and size 
corresponding to the shape and size of a human body part to be replaced, and which substantially 
maintains the shape and size of the human body part to be replaced; 

b) encapsulating the entire porous support structure with a boundary layer of cell-impermeable 
material, which substantially conforms to the predetermined shape and size of the porous support 
structure; 

c) introducing living cells into the porous support structure; 

d) promoting cell growth by introducing nutrients and oxygen to the living cells in said porous 
support structure; 

e) after completion of cell growth, removing the boundary layer; and 



Application/Control Number: Page 3 

10/523,454 

Art Unit: 1651 

f) eliminating the porous support structure; thereby producing an implantable tissue construct 
having a shape and size corresponding to the human body part to be replaced. 

88. The method according to claim 87, wherein the step f) of eliminating the porous support structure (1) 
comprises either mechanically removing or biologically degrading the support structure. 

89. The method according to claim 87, wherein the inert material used to form the porous support 
structure is phosphate. \ 

90. The method according to claim 87, wherein the cell-impermeable boundary layer (4) is a biological 
material or a synthetic material. 

91 . The method according to claim 90, wherein the cell-impermeable boundary layer (4) is a hydrogel 
material. 

92. The method according to claim 87, wherein the cell-impermeable boundary layer material (4) is gas 
permeable. 

93. The method according to claim 87, wherein the step b) of encapsulating the porous support structure 
with the cell-impermeable boundary layer material (4) comprises one of spraying the porous support 
structure with the cell-impermeable boundary layer material or dipping the porous support structure in a 
bath (3) of the cell-impermeable boundary layer material. 

94. The method according to claim 87, further comprising, between steps a) and b), a step a') forming an 
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intermediate layer, between the porous support structure (1) and the boundary layer (4), from a material 
which remains unbound to the support structure (1) so that the intermediate layer facilitates removal of 
the boundary layer from the porous support structure. 

95. The method according to claim 94, wherein the intermediate layer is a lipid layer. 

96. A method of forming an implantable tissue construct for replacement for a human body part, the 
method comprising the steps of: 

a) forming an inert material into a porous support structure having a shape and. size corresponding 
to the shape and size of a human body part to be replaced; 

b) enclosing the entire porous support structure within a contiguous boundary layer of cell- 
impermeable material; 

. c) providing the porous support structure with at least one inlet; 

d) introducing living cells into the porous structure; 

e) promoting cell growth within the porous support structure, by introducing nutrients and oxygen 
to the living cells, so that the cells conform to the size and shape of the porous support structure; and 

f) removing the boundary layer; thereby producing an implantable tissue construct having a size 
and shape corresponding to the shape and size of the human body part to be replaced. 

97. (CANCELED) 

98. A method of forming an implantable tissue construct for replacement of a human body part, the 
method comprising the steps of: 
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a) forming an inert material into a porous support structure having a predetermined shape and size 
corresponding to the shape and size of a human body part to be replaced, and which substantially 
maintains the shape and size of the human body part to be replaced; 

b) encapsulating the entire porous support structure with a boundary layer of cell-impermeable 
material, which substantially conforms to the predetermined shape and size of the porous support 
structure; 

c) introducing living cells into the porous support structure; 

d) promoting cell growth by introducing nutrients and oxygen to the living cells in said porous 
support structure; 

e) after completion of cell growth, removing the boundary layer from the porous support material 
by mechanically detaching the boundary layer; and 

f) solubilizing the porous support structure; thereby producing an implantable tissue construct 
having a shape and size corresponding to the human body part to be replaced. 

99. A method of forming a plurality of implantable tissue constructs for replacement of human body 
parts, the method comprising the steps of: 

a) forming aft inert material into a plurality of porous support structures, each support structure 
having a predetermined shape and size corresponding to the shape and size of a human body part to be 
replaced, and which substantially maintain the shape and size of the human body part to be replaced; 

b) completely encapsulating each of the porous support structures with a boundary layer of cell- 
impermeable material, which substantially conforms to the predetermined shape and size of each of the 
porous support structures; 

c) introducing living cells into each of the porous support structures; 
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d) promoting cell growth in each of the porous support structures by introducing nutrients and 
oxygen to the living cells in each of said porous support structures; and 

e) introducing a plurality of the porous support structures (1) into a nutrient solution to facilitate 
cell growth; and 

f) after completion of cell growth, removing the boundary layer from each of the porous support 
structures; thereby producing a plurality of implantable tissue constructs each having a shape and size of 
the human body part to be replaced. 

100-1 12. (CANCELLED) 

1 13. The method according to claim 96, further comprising a step g) eliminating the porous support 
structure (1) by either mechanically removing, or biologically degrading the support structure. 

1 14. The method according to claim 96, wherein the inert material used to form the porous support 
structure is phosphate. 

115. The method according to claim 96, wherein the cell-impermeable boundary layer (4) is a biological 
material or a synthetic material. 

1 16. The method according to claim 1 1 5, wherein the cell-impermeable boundary layer (4) is a hydrogel 
material. 
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117. The method according to claim 96, wherein the cell-impermeable boundary layer material (4) is gas 
permeable. 

1 18. The method according to claim 96, wherein the step b) of enclosing the porous support structure 
with the cell-impermeable boundary layer material (4) comprises one of spraying the porous support 
structure with the cell-impermeable boundary layer material or dipping the porous support structure in a 
bath (3) of the cell-impermeable boundary layer material. 

1 19. The method according to claim 96, further comprising, between steps a) and b), a step a') forming 
an intermediate layer, between the porous support structure (1) and the boundary layer (4), from a 
material which remains unbound to the support structure (1) so that the intermediate layer facilitates 
removal of the boundary layer from the porous support structure. 

120. The method according to claim 1 19, wherein the intermediate layer is a lipid layer. 

121. The method according to claim 96, further comprising a step g) eliminating the porous support 
structure from the implantable tissue construct. 

122. The method according to claim 96, further comprising the step of removing the boundary layer (4) 
from the implantable tissue construct by one of: 

mechanically detaching the boundary layer from the porous support structure, and 
solubilizing the boundary layer. 
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123. (CANCELLED) 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Allison M. Ford whose telephone number is 571-272-2936. The examiner can normally be 
reached on 7:30-5 M-Th, alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Michael Wityshyn can be reached on 571-272-0926. The fax phone number for the organization where 
this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, caU^OO-786-9199 (IRiJSA OR 
CANADA) or 571-272-1000. / // 



